FDA’s Sentinel of Public Health:

Field Staff Safeguards High Standards

Asan agency that protectsthe
hedth of dl Americans, theFDA
must kegp in touch with consumers
and firms dedling with regul ated
productsdl over the United States.
Regulating 115,000 business estab-
lishmentsthat annualy produce,
warehouse, import and transport $1
trillion worth of consumer goodsis
no smdl task. The FDA devotesto
thiscrudd task, whichisdirected by

Hereare some of themgjor activities
of ORA specidids

» Consumer safety officers(CSOs)
and ingpectors conduct about 16,000
domestic and foreign ingpectionsa
year to ensurethet regulated prod-
uctsdestined for the U.S. market
mest the agency’ s tandards. Plants
areingpected both beforethe FDA
approves aproduct, to meke sure
thet thefirm hasthe cgpacity for
high-quality production, and periodi-
cdly afterwards, to acartainthet it

the Office of Regulatory Affairs follows gppropriate manufacturing
(ORA\), about one-third of the processes. ORA's CSOs a'so moni-
agency’spersonnd. Sationedin tor dinicd tridsthet precede the
morethan 150 offices, resdent posts  products submissonsfor the FDA's
and [aboratoriesfromcoast tocoast  gpproval.
and in Puerto Rico, ORA'shighly o Sdentigsin ORA's 13 |laborato-
trained s&ff providestheeyes ears  riesandyze about 30,000 products
andthelongarmof theagency that  each year to determine their adher-
enaures theimplementation of the enceto the FDA'ssandards The
FDA'shigh public hedthstandards.  andyzed productsindude samples
of the 7 mil-
shipments
thet are over-
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ORA'’s Increased Strength

The FDA's ahility to protect the public
heglth has been enhanced by additiond
resources authorized by Congressin the
wake of the September 11, 2001, terror-
i attacks. The FDA isin the process of
hiring 655 new ORA employees, 600 of
whom will strengthen the food sefety, 35
will enhance the sefety of animd drugs
and feed, and 20 will be part of the drug,
biologic and device programs. When the
hiring iscomplete, by the end of 2002,
ORA anticipatesthat about 420 of the
new ingpectors and other employees
ether will be sationed a border loca:
tions, or will beworking specificaly on
imports. All of the new hireswill be
trained in both import and domestic
operdionsto help ensure adequate
coverage of both domegtically manufac-
tured and imported products.

dlowed onthe U.S. market.

* Public affairsspecialigsreach
out to consumer groups, hedth-care
professonds, and sate hedth au-
thoritiesto explain FDA policiesand
encourage compliancewith FDA
Sandards. In addition to briefing in-
terested groups and responding to
pressinquiries, these specidists
work together with therest of the
field g&ff to rapidly respond to pub-
lic hedlth emergencies caused by
naturd disasters and product prob-
lems.

For moreinformation, pleasecdl
ORA a 301-827-3101 or vidt the
FDA Web ste a wwifda.goviora.
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